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permeable membrane. The Optiflux dialyzers are available in four (4) sizes. The sizes are
differentiated by membrane surface area.
Device Identification
The proposed Optiflux series of dialyzers includes the following sizes/models
e 0500316E - Optiflux® F160NR Dialyzer
e 0500318E - Optiflux® F180NR Dialyzer
e 0500320E - Optiflux® F200NR Dialyzer
e 0500325E - Optiflux® F250NR Dialyzer

Device Characteristics

The proposed Optiflux dialyzers are single use dialyzers manufactured from Advanced
Fresenius Polysulfone, polycarbonate, silicone and polyurethane. The dialyzers are provided
with the blood pathway sterile and non-pyrogenic. The dialyzers are sterilized using e-beam
radiation.

Environment of Use

The Optiflux dialyzers are used in environments where acute and chronic hemodialysis are
performed.

Brief Written Description of the Devices

The principle of hemodialysis involves the diffusion of solutes across a semi-permeable
membrane. Dialyzers use a counter-current flow, where the dialysate is flowing in the
opposite direction to the blood flow in the extracorporeal circuit. Counter-current flow
maintains the concentration gradient across the membrane for waste removal (diffusion) and
fluid removal (ultrafiltration).

Materials of Use

The Optiflux dialyzers are manufactured from Advanced Fresenius Polysulfone,
polycarbonate, silicone and polyurethane. The Optiflux dialyzers are classified as an external
communicating device with prolonged exposure (>24 hrs to 030 days) to circulating blood.

Key Performance Specifications/Characteristics

Urea clearance is a key performance specification of the Optiflux dialyzers. FMCRTG uses
sodium clearance as a marker for urea clearance as sodium and urea exhibit similar
movement across a membrane. Table 1 provides sodium clearance data from the instructions
for use (IFU) for the Optiflux series of dialyzers.
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Table 1: In vitro Urea Clearance from the Optiflux Dialyzer
Instructions for Use (Qb= 300mL/min, Qd=
500mL/min, UFR=0mL/min)

Trade Name Urea Clearance

(Sodium Used as Marker)

Optiflux F160NR Dialyzer 271

Optiflux F180NR Dialyzer 277

Optiflux F200NR Dialyzer 280

Optiflux F250NR Dialyzer 287

Intended Use

Optiflux dialyzers are designed for single use acute and chronic hemodialysis.

Indications for Use

Optiflux dialyzers are intended for patients with acute or chronic renal failure when
conservative therapy is judged to be inadequate.

Comparison of Technological Characteristics with the Predicate Device

The proposed Optiflux dialyzers and the predicate Optiflux dialyzers (K152367) have the
following equivalent technological characteristics:

Intended use including the same indications for use
Design and configuration

Basic scientific technology and principles of operation
Sterilization method, packaging and sterility label claims

Same materials T Advanced Fresenius Polysulfone (PSF), polycarbonate (PC),
polyurethane (PU) and silicone (SI). This submission adds an additional supplier
of polysulfone raw material for manufacture of the dialyzer fibers.

Performance Data

Performance testing was conducted in accordance with 1SO 8637:2010. Results of testing
listed below support the determination of substantial equivalence.

Performance testing T clearance testing, sieving coefficient, ultrafiltration
performance and membrane performance

Structural integrity testing T positive and negative pressure decay testing and
blood compartment integrity (membrane integrity)
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Biological safety testing (biocompatibility)
Sterility and pyrogenicity testing

Biocompatibility Testing

The following testing was performed to support the biological safety of the polysulfone
supplier change:

Chemical analysis T extractables and leachables
Cytotoxicity

Sensitization

Irritation

Systemic Toxicity

Subacute/Subchronic Toxicity

Genotoxicity

Hemocompatibility

Risk assessment of potential toxicity

Animal Studies

No animal studies were performed in support of the supplier change.

Clinical Studies

No clinical studies were performed in support of the supplier change.

Conclusions

Based on the information and data provided in this Traditional 510(k), the proposed Optiflux
dialyzers are substantially equivalent in intended use, indications for use, design, principle of
operation, technology, materials and performance to the predicate Optiflux dialyzers
(K152367). The dialzyers remain safe and effective for their intended use.
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